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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 

1 1/19/08 has been entered. 

Information Disclosure Statement 

2. The information disclosure statement (IDS) submitted on 1 1/20/08 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statements are being considered by the examiner. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 1-5, 7-17, 20-27, 30-33, and 45-48 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 
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Independent claims 1 , 27, 30-33, 45 and 46 have been amended in an attempt to 
overcome the 35 USC 112, first rejection set forth in the Office action mailed on 8/19/08. 
However, the amendments to the claims are insufficient to overcome said rejection 
because the claims still recite "the distal lumen (of the distal end of the respiratory tube) 
passing through the peripheral portion of the positioning shield". As cited in the 
previous Office action, support is only provided for the distal end (including the distal 
lumen) of the respiratory tube passing through the rear portion of the positioning shield 
(page 13, lines 4-5). Furthermore, Fig. 2 of the application clearly shows that the distal 
end of the respiratory tube will pass through the rear portion, which is located between 
the pliable, posterior base 42 and the hollow, inflatable peripheral portion 40. 

When treating the claims on the merit, the examiner will interpret the distal lumen 
of the distal end of the respiratory tube passing through the peripheral portion of the 
positioning shield. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 1,2, 8-14, 17, 20, 25, 26, 33, 35 and 37 are rejected under 35 
U.S.C. 102(b) as being anticipated by US 5,355,879 to Brain. 

(claim 1) Brain discloses a laryngeal mask comprising: 



Application/Control Number: 10/656,653 Page 4 

Art Unit: 3773 

an inflatable positioning shield, the shield having an inflatable peripheral portion 
18, a pliable base 13 (constructed from silicone; col. 2, lines 59-60), a shield recess 
(defined by element 31), a rear portion 30 formed between the pliable base and the 
peripheral portion (where respiratory tube connects), wherein the posterior base has a 
recessed front portion (the tip portion); and 

a respiratory tube 1 1 having a proximal end lumen, a curved tubular body (Fig. 
1), a distal end passing though and secured to the rear portion of the positioning shield 
(Fig. 4), the distal end terminating at a distal lumen located within the rear portion, the 
distal lumen passing through and secured to the rear portion of the positioning shield 
such that tubes are capable of passing through the respiratory tube into the laryngeal 
opening (through aperture 14). 

(claim 2) The respiratory tube and the position shield are pre-curved (Fig. 1). 

(claim 8) The tubular body of the respiratory tube is of sufficient length to permit 
the proximal end to be displaced adjacent but external to the oral cavity (Fig. 1). 

(claim 9) The proximal end lumen of the respiratory tube is adapted to attach to 
medical devices, such as a ventilator. 

(claim 10) The peripheral portion of the inflatable positioning shields surrounds 
the laryngeal opening after inflation, which is the intended use of a laryngeal mask. 

(claim 1 1) The inflatable positioning shield is generally ovoid in shape after 
inflation (Fig. 2). 

(claim 12) The inflatable positioning is secured airtight to the exterior surface of 
the respiratory tube in socket 30. 
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(claim 13) The recessed front portion is in fluid communication with the 
respiratory tube. There is no structure to prevent the flow of air from the respiratory 
tube to the recessed front portion. 

(claim 14) The positioning shield is of sufficient size to enclose the laryngeal 
opening. 

(claim 17) The distal lumen defined in the socket 30 has the same cross- 
sectional shape as the respiratory tube. 

(claim 20) The proximal end of the respiratory tube includes a tube adapter that 
provides a bigger diameter than the distal end of the respiratory tube. 

(claim 25) The recessed front portion is part of the mask assembly that is made 
of silicone, so it is sufficiently pliable to cup the patient's trachea. 

(claim 26) The peripheral portion is wedge-shaped (Fig. 2A). 

(claims 33 and 35) See the rejection to claim 1 . 

(claim 37) The respiratory tube has a circular cross-sectional shape. 
7. Claims 1,2,7-14, 20-26, 30, 31 , 33, 35, 37, 39, 40 and 46-48 are rejected under 
35 U.S.C. 102(b) as being anticipated by US Re. 35,531 to Callaghan et al. 

(claim 1) Callaghan discloses a laryngeal mask comprising: 

an inflatable positioning shield, the shield having an inflatable peripheral portion, 
a pliable base, a shield recess, a rear portion formed between the pliable base and the 
peripheral portion (see figure below), wherein the positioning shield base has a 
recessed front portion (see Fig. 2, the front tip portion); and 
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a respiratory tube having a proximal end lumen, a curved tubular body, a distal 
end passing though and secured to the rear portion of the positioning shield, the distal 
end terminating at a distal lumen located within the rear portion, the distal lumen 
passing through and secured to the rear portion of the positioning shield such that tubes 
are capable of passing through the respiratory tube into the laryngeal opening (see 
figure below). 




(claim 2) The respiratory tube and the position shield are pre-curved (see figure 
above). 

(claim 7) The respiratory tube has multiple lumens 27, wherein one of the lumens 
is larger than the other lumens. 

(claim 8) The tubular body of the respiratory tube is of sufficient length to permit 
the proximal end to be displaced adjacent but external to the oral cavity. 

(claim 9) The proximal end lumen of the respiratory tube is adapted to attach to 
medical devices, such as a ventilator. 
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(claim 10) The peripheral portion of the inflatable positioning shields surrounds 
the laryngeal opening after inflation, which is the intended use of a laryngeal mask. 

(claim 1 1) The inflatable positioning shield is generally ovoid in shape after 
inflation. 

(claim 12) The inflatable positioning is secured airtight to the exterior surface of 
the respiratory tube. 

(claim 13) The recessed front portion is in fluid communication with the 
respiratory tube. There is no structure to prevent the flow of air from the respiratory 
tube to the recessed front portion. 

(claim 14) The positioning shield is of sufficient size to enclose the laryngeal 
opening. 

(claim 20) The distal lumens 27 has a smaller diameter than the proximal end of 
the respiratory tube. 

(claims 21 , 23 and 24) The distal lumen comprises multiple lumens, where one 
can be viewed as an upper portion and another can have a lower portion (depends on 
the orientation of the device), and wherein the lumens have different diameters. 

(claim 22) The distal lumen is an opening, so it is inherently open upon assertion 
of pressure. 

(claim 25) The recessed front portion is part of the mask assembly and is 
sufficiently pliable to cup the patient's trachea. 

(claim 26) The peripheral portion is wedge-shaped, 
(claim 30) See the rejections to claims 1 and 23. 
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(claim 31) See the rejections to claims 1 and 7. 

(claims 33 and 35) See the rejection to claim 1 . 

(claim 37) The respiratory tube has a circular cross-sectional shape. 

(claim 39) See the rejections to claims 1 and 7. 

(claim 40) The multiple lumens 27 of Callaghan provides an alternative means for 
ventilation when one of said lumens is blocked. This is an equivalent to the means 
disclosed by the applicant. 

(claims 46-48) See the rejections to claims 1 and 7. 
8. Claims 34 are rejected under 35 U.S.C. 102(e) as being anticipated by US 
6,240,922 to Pagan. 

Pagan teaches a laryngeal mask comprising horizontal runners 31-33 or the 
deflector shown in Fig. 6, which is viewed as a means for elevating an epiglottis and 
surrounds a portion of the perimeter of the lumen and does not obstruct the lumen (the 
lumen is not obstructed/closed). It is also noted that the Pagan reference qualifies as a 
prior art because the structure of the horizontal rib is not present in any of the parent 
cases. 

It is further noted that the means plus function limitation in claim 34 does not 
properly invoke 35 USC 112, sixth paragraph because the means is modified by 
sufficient structure (surrounding a portion of the perimeter of the lumen formed by the 
distal end of the respiratory tube) for achieving the specified function. 
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Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1 1 . Claims 3-5, 27 and 36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Brain ('879) in view of US 5,682,880 to Brain ('880). 

The '879 reference is silent with regards to the respiratory tube having an 
elliptical (oval) cross-section and made from a material with a low coefficient of friction 
to facilitate the delivery of an endotracheal tube. However, the use of a respiratory tube 
having an elliptical cross-section in a laryngeal mask is well known in the art. For 
instance, the '880 reference discloses a respiratory tube having an elliptical cross- 
section with an endotracheal tube located within (Fig. 2). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the respiratory tube of the '879 reference to that of the '880 reference because it allows 
an elliptical endotracheal tube to be used and inserted into the respiratory tube and 
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laryngeal mask with little difficulty. The '880 reference also teaches that the respiratory 
tube is made of silicone, which has a low coefficient of friction. The respiratory is also 
flexible (col. 2, line 67) and is therefore capable of deforming radially. 

12. Claims 3-5, 27 and 36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Callaghan et al., as applied to the rejections above, and in view of 
US 5,682,880 to Brain ('880). 

Callaghan is silent with regards to the respiratory tube having an elliptical (oval) 
cross-section and made from a material with a low coefficient of friction to facilitate the 
delivery of an endotracheal tube. However, the use of a respiratory tube having an 
elliptical cross-section in a laryngeal mask is well known in the art. For instance, the 
Brain ('880) discloses a respiratory tube having an elliptical cross-section with an 
endotracheal tube located within (Fig. 2). Therefore, it would have been obvious to one 
of ordinary skill in the art at the time the invention was made to modify the respiratory 
tube of Callaghan to that of Brain ('880) because it allows an elliptical endotracheal tube 
to be used and inserted into the respiratory tube and laryngeal mask with little difficulty. 
Brain ('880) also teaches that the respiratory tube is made of silicone, which has a low 
coefficient of friction. The respiratory is also flexible (col. 2, line 67) and is therefore 
capable of deforming radially. 

13. Claims 15 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Brain ('879) in view of US 6,240,922 to Pagan. 

(claims 1 5 and 1 6) Brain teaches all the limitations of the claims except for the 
recessed front comprising at least one support member adapted to stabilize the pliable 
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base, wherein the at least one support member is at least one raised horizontal runner. 
However, Pagan teaches a similar laryngeal mask, wherein the mask includes a 
recessed front portion with horizontal runners 31-33, which act to hold the epiglottis 
away from the tube opening. Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to modify the mask of Brain to include 
the ribs taught by Pagan because it would prevent the epiglottis from blocking the tube 
opening during insertion of the mask assembly. The modification to include the ribs 
would also inherently stabilize the pliable base. 

14. Claims 15, 16, 32, 45 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Callaghan et al., and in view of US 6,240,922 to Pagan. 

Callaghan discloses all the limitations of the claims except for the recessed front 
comprising at least one support member adapted to stabilize the pliable base, wherein 
the at least one support member is at least one raised horizontal runner. However, 
Pagan teaches a similar laryngeal mask, wherein the mask includes a recessed front 
portion with horizontal runners 31-33, which act to hold the epiglottis away from the tube 
opening. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the mask of Callaghan to include the ribs taught 
by Pagan because it would prevent the epiglottis from blocking the tube opening during 
insertion of the mask assembly. The modification to include the ribs would also 
inherently stabilize the pliable base. 

15. Claim 38 is rejected under 35 U.S.C. 103(a) as being unpatentable over Brain 
('879) in view of US 4,995,388 to Brain ('388). 
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The '879 reference teaches all the limitation of the claim, including a flexible 
respiratory tube, but is silent with regards to the materials used for the respiratory tube. 
However, the '388 reference teaches a similar laryngeal mask that uses a silicone 
based respiratory tube (col. 4, lines 28-29). Therefore, because these two flexible tubes 
were art-recognized equivalents at the time the invention was made, one of ordinary 
skill in the art would have found it obvious to substitute the flexible silicone rubber tube 
for the flexible tube of the '879 reference. 

16. Claim 38 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Callaghan et al. in view of US 4,995,388 to Brain ('388). 

Callaghan teaches all the limitation of the claim, including a flexible respiratory 
tube, but is silent with regards to the materials used for the respiratory tube. However, 
the '388 reference teaches a similar laryngeal mask that uses a silicone based 
respiratory tube (col. 4, lines 28-29). Therefore, because these two flexible tubes were 
art-recognized equivalents at the time the invention was made, one of ordinary skill in 
the art would have found it obvious to substitute the flexible silicone rubber tube for the 
flexible tube of Callaghan. 

17. Claim 43 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
2003/0051734 to Brain. 

Brain discloses a laryngeal mask having a distal end having two portions (see 
Fig. 5). Brain is silent with regards to one of the portions being larger than the other 
portion. However, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the distal end of Brain to have one of the 
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portions be larger than the other since it has been held that changing the shape of a 
working part involves only routine skill in the art. In re Dailey; 357 F.2d 669, 149 USPQ 
47 (CCPA 1966). It is also noted that this Brain reference qualifies as a prior art 
because the keyhole structure is not present in any of the parent cases. 

Response to Arguments 

18. Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571)272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Darwin P. Erezo/ 

Primary Examiner, Art Unit 3773 



